Please note that the following Sample Policy and Procedures is provided only as a model to help
your facility establish its own policy and procedures. Your own policy may differ depending
upon the existing procedures. Please consult with the Director of Nursing for further guidance.
Policy: Maintaining the UltraTRAK Pro Meter

Level of Responsibility: RN/LPN/CNA

Cleaning: The UltraTRAK Pro should be cleaned between each patient test.
Equipment Needed:
« Lint-free dampened cloth
« Alcohol (70-85%) of household bleach (5-6% sodium hypochlorite solution)
« Water

Procedure: Consult a manufacturer’s direction for additional information regarding the use of the
UltraTRAK Pro Blood Glucose Meter.

1. Put on non-sterile gloves.
2. Inspect for blood, debris, dust, or lint anywhere on the meter.
3. Clean or disinfect meter.

4. To clean the outside of the blood glucose meter, use a lint-free cloth dampened with soapy
water or alcohol (70-85%).

5. To disinfect the meter, dilute TmL of household bleach (5-6% sodium hypochlorite solution) in
9mL of water to achieve a 1:10 dilution (final concentration of 0.5-0.6% sodium hypochlorite).

6. Do not clean inside the battery compartment, code chip port, or test strip port.

7. Inspect for any damage to the meter. If the meter is damaged, contact Vertex Diagnostics at
1.866.585.1392.

8. Remove gloves

9. Wash hands.



Replacing the Battery

Each UltraTRAK Pro meter comes with two 1.5V AAA alkaline batteries. The meter will alert you
when the power is getting low by displaying two different messages:

1. When the battery symbol appears on the display: the meter is functional and the result

remains accurate, but it is time to change the battery. p—————
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2. With the battery symbol, low and E-b symbols on the displays: the battery can not
provide enough power for a test. You must change
the battery immediately. |

Steps for Battery Replacement

1. Press the buckle on the battery cover and lift up to remove cover.
2. Remove the old batteries and replace with two 1.5V AAA alkaline batteries.
3. Close the battery cover.




QUALITY CONTROL TESTING GUIDE
Please note that the procedures described in this guide may be used to contribute to the quality
assurance program of the UltraTRAK Blood Glucose Monitoring System.
Accuracy Study
Purpose
Performing an accuracy study helps establish how well a test system (test strip and meter)
measurement agrees with the true value. The true value is determined by the use of laboratory-
grade instrumentation. A true comparison of blood glucose values is a same sample analysis of
blood glucose meter versus laboratory results.
Important: Accuracy studies are not necessarily designed to be conducted in your facility. All
accuracy studies should be performed in a certified laboratory, with trained laboratory personnel
utilizing the protocol described below. Should you have questions, please contact the Vertex
Diagnostics Client Care team at 1.888.90.VERTEX.
Materials:

« UltraTRAK Pro Blood Glucose Meter

o UltraTRAK Pro Blood Glucose Test Strips (enough strips from one lot to complete the
study; a minimum of 20 strips are needed)

« UltraTRAK Pro Control Solutions

o EDTA Capillary Blood Collection Tubes

« Phlebotomy Equipment

« Accuracy Study Data Record

o Laboratory Grade Instrument (plasma reference method)

Preparation:
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. Verify that the UltraTRAK Pro meter has been properly cleaned and maintained.

. Match the code number on the meter to the code number on the vial of UltraTRAK Pro Test
Strips.

. Verify that the UltraTRAK Pro Test Strips have not expired and that the vials are unopened.

. Examine the opened test strips and discard any discolored or damaged test strips.

. Use the UltraTRAK Pro Control Solutions to check the system.

. Verify that the control solutions have not expired.

. Perform the test in triplicate.

. All readings should fall within the stated range.
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Procedure
1. Collect capillary blood samples in EDTA tubes from approximately 10-20 diabetic volunteers.

2. Promptly test each blood sample in duplicate using the UltraTRAK Pro Blood Glucose
Monitoring System. Record the results on the Accuracy Study Data Record. Test the sample on
the same meter using the same lot of test strips.

3. Use a laboratory glucose analyzer to test each sample in duplicate. Record the results on the
Accuracy Study Data Record.

Please note: It is imperative that as little time as possible passes between the test strip/meter
testing and the laboratory analysis, as the glucose level in the samples will vary over time. If the
meter test is not done within 10 minutes of the laboratory test, it will result in discrepancies in the
readings as blood glucose can change quickly.

Data Analysis

1. Calculate the mean for each row of duplicate readings for both the test strip/meter and
laboratory analyzer methods.

2. Calculate the upper control limit by multiplying the values in the laboratory mean column by
1.15. Record the values on the Accuracy Study Data Record.

3. Calculate the lower control limit by multiplying the values in the laboratory mean column by
0.85. Record the values on the Accuracy Study Data Record.

4. Determine whether the mean values in the test strip/meter column fall within the upper and
lower control limits of the laboratory mean.
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MATERIAL SAFETY DATA SHEET

1. PRODUCT AND COMPANY INFORMATION:

Product Name: UltraTRAK Blood Glucose Control Solution

Common Name: Glucose Control Solution for use with UltraTRAK Blood Glucose Meter
Product Code: UTBGS (High and Low levels)

NDC: TBD

2. COMPOSITION / INFORMATION ON INGREDIENTS:
Substance Name:  Not Applicable (N/A)

CAS#:
SARA 313:

N/A
N/A

3. HAZARDS IDENTIFICATION:

Eye
Effect:
First Aid:

Protection:

Skin

Effect:

First Aid:
unwell.
Protection:

Inhalation
Effect:
First Aid:

Protection:

Ingestion
Effect:

First Aid:
Protection:

Irritation may occur.

Flush with ample amounts of water with the eyelid held wide open for at least
15 minutes. Seek medical attention if feeling unwell.

None required for normal conditions of use.

May cause minor irritation.
Flush with water for at least 15 minutes. Seek medical attention if feeling

None required for normal conditions of use.

May cause difficulty breathing.

Provide victim with fresh air; give oxygen if breathing becomes difficult. If
breathing stops, administer artificial respiration. Seek medical attention if
feeling unwell.

None required for normal conditions of use.

Mild irritant.
Drink plenty of water. Seek medical attention if feeling unwell.
None required for normal conditions of use.
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Accuracy Study Data Record

Date: Completed By:

LABORATORY ANALYSIS METER/TEST STRIP ANALYSIS

Sl 2 Lower Control Limit x 0.85 Upper Control Limit x 1.15
Number
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Vertex Diagnostics
Phone1.888.90.VERTEX
Fax 1.646.415.8489
www.vertexdiagnostics.com



UltraTRAK Meter Serial #

Station/Shift

Operator

Initials/Shift
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Daily Quality Control Record

Unit Month/Year

Test Strip Level 1 Level 2
Expiration Expiration Expiration
Date Date Date

Corrective
Action

Test Strip
Lot #

Vertex Diagnostics
Phone1.888.90.VERTEX
Fax 1.646.415.8489
www.vertexdiagnostics.com
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Nurse In-Service Record of Training
The following healthcare professionals have been trained to use the UltraTRAK Blood Glucose Monitoring System

Certified Trainer’s Name

Healthcare Professional’s Name Unit/Station Certified Trainer’s Initials

Please note that this is to be used during the initial training of the UltraTRAK Blood Glucose Monitoring System by a Vertex
Diagnostics Certified Trainer within the nursing home facility. This is to be kept on file in the Nursing Unit and updated by the
Certified Trainer.

Vertex Diagnostics
Phone1.888.90.VERTEX
Fax 1.646.415.8489
www.vertexdiagnostics.com





